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Food and Drug Administration, HHS § 862.1705 

§ 862.1675 Blood specimen collection 
device. 

(a) Identification. A blood specimen 
collection device is a device intended 
for medical purposes to collect and to 
handle blood specimens and to separate 
serum from nonserum (cellular) compo-
nents prior to further testing. This ge-
neric type device may include blood 
collection tubes, vials, systems, serum 
separators, blood collection trays, or 
vacuum sample tubes. 

(b) Classification. Class II. 

§ 862.1678 Tacrolimus test system. 
(a) Identification. A tacrolimus test 

system is a device intended to quan-
titatively determine tacrolimus con-
centrations as an aid in the manage-
ment of transplant patients receiving 
therapy with this drug. This generic 
type of device includes immunoassays 
and chromatographic assays for 
tacrolimus. 

(b) Classification. Class II (special 
controls). The special control is ‘‘Class 
II Special Controls Guidance Docu-
ment: Cyclosporine and Tacrolimus As-
says; Guidance for Industry and FDA.’’ 
See § 862.1(d) for the availability of this 
guidance document. 

[67 FR 58329, Sept. 16, 2002] 

§ 862.1680 Testosterone test system. 
(a) Identification. A testosterone test 

system is a device intended to measure 
testosterone (a male sex hormone) in 
serum, plasma, and urine. Measure-
ment of testosterone are used in the di-
agnosis and treatment of disorders in-
volving the male sex hormones 
(androgens), including primary and sec-
ondary hypogonadism, delayed or pre-
cocious puberty, impotence in males 
and, in females hirsutism (excessive 
hair) and virilization (masculinization) 
due to tumors, polycystic ovaries, and 
adrenogenital syndromes. 

(b) Classification. Class I. 

[52 FR 16122, May 1, 1987; 53 FR 11645, Apr. 8, 
1988] 

§ 862.1685 Thyroxine-binding globulin 
test system. 

(a) Identification. A thyroxine-binding 
globulin test system is a device in-
tended to measure thyroxine (thyroid)- 
binding globulin (TBG), a plasma pro-

tein which binds thyroxine, in serum 
and plasma. Measurements obtained by 
this device are used in the diagnosis 
and treatment of thyroid diseases. 

(b) Classification. Class II. 

§ 862.1690 Thyroid stimulating hor-
mone test system. 

(a) Identification. A thyroid stimu-
lating hormone test system is a device 
intended to measure thyroid stimu-
lating hormone, also known as thyrot-
rophin and thyrotrophic hormone, in 
serum and plasma. Measurements of 
thyroid stimulating hormone produced 
by the anterior pituitary are used in 
the diagnosis of thyroid or pituitary 
disorders. 

(b) Classification. Class II. 

§ 862.1695 Free thyroxine test system. 

(a) Identification. A free thyroxine 
test system is a device intended to 
measure free (not protein bound) 
thyroxine (thyroid hormone) in serum 
or plasma. Levels of free thyroxine in 
plasma are thought to reflect the 
amount of thyroxine hormone avail-
able to the cells and may therefore de-
termine the clinical metabolic status 
of thyroxine. Measurements obtained 
by this device are used in the diagnosis 
and treatment of thyroid diseases. 

(b) Classification. Class II. 

§ 862.1700 Total thyroxine test system. 

(a) Identification. A total thyroxine 
test system is a device intended to 
measure total (free and protein bound) 
thyroxine (thyroid hormone) in serum 
and plasma. Measurements obtained by 
this device are used in the diagnosis 
and treatment of thyroid diseases. 

(b) Classification. Class II. 

§ 862.1705 Triglyceride test system. 

(a) Identification. A triglyceride test 
system is a device intended to measure 
triglyceride (neutral fat) in serum and 
plasma. Measurements obtained by this 
device are used in the diagnosis and 
treatment of patients with diabetes 
mellitus, nephrosis, liver obstruction, 
other diseases involving lipid metabo-
lism, or various endocrine disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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